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NAME
ARCHITECT AUSAR

INTENDED USE
Tho ARCHITECT AUSAB assay is u chemilumingscent microparticls inrunoassay
{CMIAY tor tie quantitative determination of antibady io hopatitis B surface
amigan (ant-HBa) & harman adult and pediatiic sersm ang plasma {dipotassum
EOTA, tithivm heparin, and sodium heparin} and neonatal serum. # is intonded for
guantitative maasurement of antibody response oflowing hepatitis B virus (HBV)
weinaton, determination of HBY immune status. and for the Jaboratory diagnosis
of 1V disaase associated with HBV infection when used In canjunclian with other
taboratory results and chrucal information.
Warning: Not intended for use in screening blood, piasme, or tissee donors.
The elfeciveness of ABCHITECT AUSAB for use In screening blood, plasma, or
155ua Jonors has net besn estabiished,
Assay  perlormance  characleristics have net  been  established  for
immunocompromised o immunosuppressed patenis. The user is responsible for
Gstablishing their own assay performanca characteristics in these populations,
SUMMARY AND EXPLANATION OF THE TEST
The ARCHITECT AUSAB assay determines tha concentration of ant-M8s prasent
IN TUMMAR SBrunt ang giasma,
Hepatliis B wirus (HBV} is 2 major causa of liver disease and is endamic worldwide
The virus can be transmitted through direct contact with tinod and body fluds
ncluding sexual contact. The incubation period for HBY infaction can range from
0 6 modths averaging around & 1o & weeks. Typical acute clinical sympiorns of
HEY hepatlis include makise, jaundice, gastroenteritis. and fever, Howaver, HBY
wlaction can also result in subclinical anicteric hepatitis, (iminant hepatiiis, or
chronie of persistent hepalilis. Althounh most adull patienis with HEV infection
compistaty recover from goute llness and cloar the virus, 5 1 10% of patens with
HBY may  become clronic carers. |t is astimated thal over 300 milion pepple
woricwice dre chrome carders of the wirus) Chronic HBY infostion, is associaiet
with e adevelopment of hepaiocellitar carGinoma In HBY infected neonates,
approximataly 80% cevalop chronic hepatitis B infection ™
Arti-HIs assays are olien ssed 10 detgrmine the suceess of hpatits B vacon
The prosence of antiHBBs has been shown to e imponan! in protecion agurst
HBY infaction » Momerous studies have demonsiratad the efloctiveness of the
hepatitis B wacning 1o slimulate the immune system 10 proguce ant HBs ang ‘o
pravent HBW infacuon ™'

Wb

Assays for anu-HBs are also wsed 1o monttor the convalescence and recovery
of hepeivis B infected indivicuats. The presenics of anti-HBs afler acuio HBY
infacuon and '0ss of hepatits B virus sudace antigen (HBsAg) can be & vsetul
icator o thsease resolution. Detocton of anl-HBS in an asymplomatic ingiaual

AR Drevious expasum 0 HBY or HBY vascinaton
HIOLOGICAL PRINCIPLES OF THE PROCENDURE

The ARCHITECT AUSAL assay 18 & Wwo-step immuns
celeamaion of anuMbs 0 numan sa and plasmy
i textile assay protor sterrad to as Ghemiflor”, .
siep, sample ang recombinant HBsAg (rHBsAg) coated saranagnetic
NSO s are comginey Ant-HBS prasant in the sampie binds (o the rfHBs 2]
comed miwreparticies. Awer washing. acridinium-lzheled rHBsAg conjugale is
atded w the second step Following another wash oycle, pra-Idgger and rigger
salgtons Arg added i the reastion 2. Tha resulting chemilufmnascent
feallion iz measured as relatve kghT units (ALUsy. A direct relationship assts
betveon the amount of antHBs in the sample and the RLUS dutesiod by the
ARCHITECT 7 System optics.

The goncentration of anti HBs in the sample is detormineg USHE BN Jolive
ARCHITECT AUSAR calibranen curve
For adoinonal infarmation on system and usay technolony, rafer to the ARCHITECT
Sysiem Oparsdons Manoal Section 3.

ssay for the guantitatve
sing CMIA tachnoiogy

In the {irs

REAGENTS
Rear;cn! Kit, 100/500 Teals

on vanes Lased on orgar
i ki (1083

{456 mL{16 8D mLd
T and ay) o
ars {78 ph,

coembinant antigen ¢
T st pronam (b

Trogarealve sl antimcmt
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Assay Diuent

ARGHITECT £ Muti-Assay Manua! Diluen Pohl
[MULTLASSEY MANUAL DILUENT) 1 Botie (100 ml) ARCHITECT / Mui.:f\ssay
Manmual Giluent is phosphate tuflered safing soiution. Pressruafive: antimicear
agent.

Gther Reagents

ARCHITECT J Pre-Tritjger Salution

- [PRE-TRIGGER SOLUTION] Pro. tnrger SCHNoN containing 1 32% [wiv) hyarnger
peroxide.

ARCHITECT J Trigyer Salution

. [‘!’HIGGEH deliTioN_ Trigger golution containing 0 354 sodium hiytirnxce

Butfer )

Wash buffer contgining phosphaie bulfered saline solution.
Praservalive: antimivrobiat agent.

WARNINGS AND PRECAUTIONS

far fn ¥Yitro Diagnostic Use,

Safety Precautions

1N
£33N cAUTION: This produet contains  human sourced inMectivus
and/or potentially infectious components. No known test method can
offer complete assirance that products derived trom human sources or
inactivated -mictcorganisms wil not transmit infection. Thersfore, ail
huntan souréed materials should be considered potentially infectious. it is
recemmended Lhat these reagents and human specimens be handled in
accordance with the OSHA Staridard on Bloodberne Pathogens.t Biosafety
Levet 2° or other appropriate Blosalety practices™ showld be used for
matertals that sontain or are suspected of containing infectious agents,
The conjugate is notireactive "for HBsAg, HIV-L RNA nor Hiv Ag.
anti-HIVAUHIV-Z, and anti-HCVY.
For information or the sate disposal of sedium arnde anda 2 detaies discussicn
of salery precautions during system opsration, refer 1o the ARCHITEST Syztem
Operations Manual, Section 8,
Hangling Precautions
+ Do not use reagents bayond the expiration date.
Do not paat reagents within a reagent kit or between reagent kits.
Batore foading the ARCHITECT AUSAB Reagent it an the syster
ise, the micraparticle bottle requirss m =0 mictaparticies
may have seltied during shipment, For micn W STTuGTions.
@ the PROCEDURE, Assdy Procedure section of ‘h:s packags insert.
Septums MUST be used to prevent reagent evaporation and cantaminaticn
ant lo ensure reagent integrily. Aeliability of assay resuits cannot be
yuarsnleed if septums are not used acsording to the instructions in this
package ingert.
- Toavoid eontamination, waar clean gieves whern placing a septom an an
uncapped reagent hottle,
~ Betore placing the septunt on an uacapsed ea SLE
septurn i halfl {0 confirm that e slits are open. il the slits appear &
GORUNUEG [0 gently snurare the seplum o open he slits
+ Onee g sepiuin has been placed on e reagers: botle, do not iavert the
holtlie as this «ili result in fecgent teakage and may compiemise assay
mesubs.
Ower time, residual fgwids May dry on the segium swiace. Thase oo
lypinal

rhe ¢

iy driog salts and have no effect on assay efficaay.

v For a detaited discussion of handiing precautions curng system
e o the ARCHITEST System Operations Mar

Starage Instructions

.. 8¢

e 1 The ARCHITIICT AUSAB NMeagern
w1dn uprighl posttion Ard fay be usec
26 C storage

et and handles as dwecied
AT ot

ARCHITECT AL:SAB Reagen: Kit s
System for & masi
caded. Foronformziion or
m Oiperahions han

, Section ¥

alabie e e

W e reng

B

GiE. :he mlCer‘ir‘Ill‘iP lmtﬂe does not remain upnth {with
a -:cpmm :nqtalled} while in refrigrrated storage off the system. the reagent
kit must be discarded. Alisr rsagenis & wovao irom the sysiemo n
2 the anboard siabiiny )
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C1Ran

S7/2005 12

73

- .
14:26 PR ‘




Indteations of Reagent Deteriotation

When 2 contral value is aut of the specifled range, it may indicata deteroration of

ihe reagents er errars in technique, Associated test results are invalid and samples

must be retesied. Assay recalibration may be npecessary. For troubleshonting

nformation, reter 1o the AFGHI " System QOperations Manual, Stetion 19,

INSTRUMENT PROCEDURE .

+ The ARCHITECT AUSAR assay filo-must be instaftled on the ARGHITECT
i Syslem from the ARCHITECT § Sysiom Asszy CD-ROM betoro performing
the assay. For detailed information on dssay file mstallation ang viewing and
editing assay paramelsrs, refer {6 the ARCHITECT Systens Opérations Manval,
Section 2.

+ Far informaiion on priniing assay parameters, reler to the ARCHITECT System
Operations #lanual. Seclion 5.

+ For a detsiled description of systom procedUras, reler lo the ARCHITECT
System Dperations Manuzl .

- The dofaull result unit for the ARCHITECT AUSAB assay < miUfmb. An
alternate resulr uni, IUL, may ba selected lor reporiing résutis by editing assay
rarameter "Aesult conceriraion uwits™ 1o WL The conversion facter used by
ihe system is 1.

SPECIMEN COLLECTION AND PREPARATION FOR ANALYSIS

Specimen Types
+ The foflowing specimen tube ypes weare venliad for use with the ARCHITEGT
AUSAB assay:

: Gtass  Plasuz

< Sarum
Coe Serum separstor

« Serum
i+ Serum separator |
- Lithium hepann plasme separator

- Boadium heparin !
+ Dipotassiurm EDTA

+ The ARCHITECT { System dogs not provite the capabilily to varify spacimen
type. It is the responsibifity of the operator 1o verity that the carregt specimen
ypes are used i the ARCHITECT ALISAB assay. ’

Specimen Conditions

+ Do not use speckmens wih the following conditions,
+ hgainactivated
[}ielett00]
grossly hamalyrad
abvIoL s mICIolial conamination
Ferformanca has not been established tor the use of cadavenas SReimens, o
@z use of body lwids other han human serum and plasma
For accurate results, serum and plasma specimens should be free of librin,
red blood cells, and ather parficulate matter. Serum specimans bom patienis
roceivwnyg anticeaguiany o thrombeivlic therapy may costain figrin due o
tcompiete ciot farmation, .
Use caulion whan handiing patient $0eciniens to prevent cross contamination
Use of dispesable pipeties or pipete lips is masmmonden,
Fer optimal results, nspect alt specimsens for Bubbles. Remove nabblas with an
applicaior suck belore analysis Use a ngw aoplicaior siick ke each spocirmen
W oprayent cross contamination
Preparation for Analysis
- Follow the who manutaciurer’'s proc
cofleciion tubes. Gravity separalion is na}
Mix inawed specimens theroughly by low speed vorexing of by inverting 10
irpes Visually inspect the specimens. I yermn or straification 15 obsenmd
pumtinue mixing Grit specnans ar wsibly homogenaeous
 consistency inresulls, shecimens musi be
be ane centrfuged at » W00 RCE (Falaiwe Do
o3 btore testng 1

+ Taen

slerred 10 8 canirtuge

al Forcen lor 12

ity malier or

i . red Blpoa ¢alis. of other o
v ware imzen and y
Afuged s nens v id laver on the (o9 gl be Trangisiagd
e cup o B8 he Care must be taren 1o transter any he
& speoman wiihou! the iipermie maiena

g snecimen G a samols cup or seaond

Tiansior of

ulre for tesh

Storage

Bpecimens may e st g o aft ar Separler gerd

clal, et Dicod cal

218

0 I anys &t reom eeperalure (sluty pedermes w21 0 0 200 o
oup e Foays a TEC

© 1 tesEng wall be delaved more

¥ oays tor

ma g the CIot, e Biood cels

R STOrR &5 oroomn

280, ramovE s6

IPRETRLTD 0T more
of pia

Qoranent
Ve
o
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Avold mora than three freszefthaw cycles.

Shipping

Batore shipping specirtens, it is recommended 1hat specimens be removed
o the ciot, red bloed celfs, or separator gel.

When shipping specimens, package and fabol specimens in compiianes with
applicatra siate. federal and imernational reguiations covering ihe transperd of
shinicat spacimens and infectious sutistances.

Specimans may be shipped ambient, a1 2-8°C (wel s}, or frozen (dry ice. Do
not excepd the storage tUme faitations listed above

PROCEDURE
taterials Providee:

Mataerials Roguired

1162 ARCHITEGT AUSAB Reagent Kit
ot Prividod:

ARCHITECT § System

ARCGHITECT i System Assay CD-ROM

1LB2-01 ARCHITECT AUSAR Calibrators

1LE2-10 ARCHITECT ALUSAB Controts {ar other conrot material)
7DB2-50 ARCHITEGT { Multi-Assay Manual Diluent

ARCHITECT / [PRE.TRIGGER SOLUTION!

ARCHITECT §

ARCHITECT j {wasH BurFen]
baltda ot Al 0 SO
ARCHITECT j [REACTION VESSELS)

ARCHITECT ¢
ARCHITECT |

ARCHITECT [ {REPFLACEMENT GAPS

Pipettes or pipetie fips (optional) fo deliver the specilied valumes

For information on materials required for mamtensnce procedures, refer o the
AACHITECT System Oparations Manval, Section O
Assay Procedure

Botore ivading the ARCHITECT AUSAB Reagen! K1t on tite syslem for the firs
iime, the microparticle bottle reguires mixing 10 resuspend rricroparticies that
maAy have setted during shipmednt. Altar e first bme the microparticles have
baen lbades, no further mixing is required.

- Invert the microparticic bottie 30 times,

Visually inspedt the bollle 10 ensure sicroparucles ar resuspencded. |f
mcroparicios &re il adghered 1o the bolle, continug 1o inver: the botle
url the microparticles have been compietely rmsusponring

+ M ihe micfoparticles do not resuspend, DO MOT USE. Contart your local
Ahbott represeniative,

+ Ones dhe micraparicles have been resuspanded, plice a seplum on
e botleFor insinictions abowl placing sepiums on bottlus, refer 1o the
Handiing Précautions sectien of s package inser.

Load the ARCHITECT AUSAR Heagent Kit on the ARCHITTCT | Systen
Verfy that ofl nucassary roagents are present

+ Ensure that seplims are present on a4 reagent nottles,
Droer calibration, if necessary
For mlormation on oitering cakbrations, refer 10 the ARCHITEOCT System
Operations Manual, Section 6.
HOar 1@sls. .
For infermation o ardaring palient saeaimens and positive contral and lor
genarsl operating procedures, refer fo the ARCHITECT System QOperations
Wanual, Sectioh 5.
ihe foliowieg instrustions 1o order a negative coniml (nonreacive for
HBs): .
» Order a negative condrol 2s 2 patient specimen, not 25 & control.
hanually verify the vaticity of the negative control every Ume it is run,
Bocause the commol s run as a patient specmen. 8 result wil not be
fagged by he ARCHITECT + Sysiem il 13 ouiside e accepabie
cantrof rEnge.

To toubleshoo! contal valies fhal iz oulsice e con
@nge,  refer o the  ARCHITECT COperaions  hdas
Section 10, .
The munimoum: sample Cup volume 15 G e ang s or
rhe Drderlist report Mo morg than 16 replicales may be sampled (ram the sz
SAMmpie (:'ur.-. To minimize the eifoctd of avaporation. werity adeauato sz
CLR volume s Bresen i
< Priority: 125 3l
ALSAB tes) fro

inpiace witt iesn samiple {'93'_?9!1[ SLedmens, o H3

ot lubes asn e sampte gauge ta entice sulflicient
ol Drpsnal.

- using @
panaEn sp
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‘ Prermra calibrators and controls,
©. AACHITECT AUSAB Callbrators and Cornitrols must he mixed by gentle
inversion before use.
« To oblain the recommended volume rguirements for the ARCHITECT
" AUSAB CGalibrators and Contrals, field the bottdes vertically and dispense
¥ drops of sach caibrator or B drops of each controf inta each reapethve
. sample cup.

+ Luag sampies.

+ For inlormation on lozding $amplés, refer to ha- AHCHFI’ECT Syﬂ‘te{r‘
Operations Manual, Section §.

+ Press RUN

+  Fuor adgitional information on principles of operation, refer io the ARCHITECT
System Operations Manual, Section 3.

+ For optimal pedormance, & 45 imporiant i6- perdorm routine malmenance as
described in the ARCHITECT Syster Opétations Manual; Section 8. When a
laboratory requires more frequent maintenancae, fofiow those procedures.

Specimen Dilution Procedures
Specimens wilth an ant-HBs value exceading 1600 mIU/mL ars fanged with the
code " 1000 miUfmLl” and may be dilvted as follows:

! Concentration miufnL ]  Ditution Methnd

<~ 1008 No d:lu.lon requxred
> 1600 Automated Dllutmn Protacal 113
: or
| tanual Dilution P'oct‘durp 2
= 15,000 Manual Dilutien Pmc edure (2)
) or
Auiomated Diution Protocol Gombined
: ith Manual Drl'\mon P ocedurr (3-
» 100,000 . Awomated Dilation Frm ccni Ca-rinned

with Maruat Dilution Protedure (3

A ugion Protoeol .

+ For resylls up fo 15,000 milm

+ The system pgriorms g 115 ion 6f the speeimen anit automaiically
valculates tho concentration of the specimen before dilution and reports
the result,

# KManual Dilulion Procediire
< For resul 0G0 mitiiml. .
« The sugpested manyal giution for AUSAR s €100, 1t i3 recammented
I3 08 101 exgend 11150, .
« For o v100 gilsian, wdd 0 ploaf ihe patient ..l[)UClnI("ﬁ 10 U0 L of
ASCHITECT ¢ Multi- Assay Mzanual Diluant
Tha operater rmust enser the ciistion faclor in the Patient ar Contot ordar
wren Al assayy selected for that order will be dikited. The system
sl uss tisadfiton factor to automatcally catoulate the coancentration
af e sample betore dilution and report the fasult The concenmtion
reponiad by the ARCHITECT 7 Bystom MRUST be greater ihan of equal o
1.008 miJiesl 1t the teporied concentration i 1ess than £.000 milimi
usE a fowar dikution factor,
]| 26 Dition Proiocot Combited with M

1,500,000 rlufml
anusl giution for AUSAB 5 11001 is renommended

For a £100 n, add 10 4 of (he patient speciven
ARCHITECT | i-Assay Marugd Dilpen:,
Order the Altomated Ditution Protecel using

t1 880 ¢l ot

o Hie manuzily o

reponen by the ARCHITECT Sysiam MUST Le greater
than 150 miLy Mulliply the resull {esm the Aulomated Dilution
Pratecol} by the manual ditution factor {e.g., 100) to oblain the tinal
sample concentration, It the toncaniratinn repered hy the ARCHITEOT
Saystemos less shan 150wl | use & inwar ddunion dacio:
For detailed information on ordéring diutions. reler to (he ARCHITECT
System Operations Manual, Section S
Catihration

o _:mrt’\fm 4 ot

norest ARCHITECT AUSAR Catbrators A th wgh £ in

‘hap W loaded

foss il levet m
PREISEH
QUroer contiois as Cesonne anowe

Ihe: COREERITINON 1angey

il assay o VAHIES ath wathin
spacilied in ihe conbol packaga insert
Calibrator Ranqe G000 =

HHml

* Gncas an ARCHITECT AUSAB Bafbration is aceepted ane siored, all subsegquem

samples may be tested withow! turther calibration unless:

¢+ A reggent kit with a new ot number is used
« Comrols are out of range.

QUALITY CONTROL PROCEDURES
The ARCHITECT AUSAS Gomrols are v 2 serum mairx made from recalcilied
plasma. The user shoukf provide altermate coniml matenal for plasma when
NRCOSSAry. ’
The recomimendad aonirol faguirement for the ARCHITEGT ALUSAB assay i
that a sngle sample of each contrdl level be tested once every 24 hours pach
cay of use. Addtional controls may be tested in conformance wih local, stato.
antdfor foderal mouiations o accmdam inn requirements and your laboratory's
quality conirol policy.
Gontrol values must be within the fanges specifier in the contrel package insert
I a contro{ rasult Is out of I8 specified ranga. any test results genarated since the
las1 acceplable conirol results musi be evaluated io determine # tos: results niy
have hoen adversaly alfectell Adversely affected test results are invadid, and these
samples must be relested. For irovbleshopting information. refer to tha ARCHITECT
System Operations Manual, Seclien 10,
RESULTS
Calculation . .
+ Tha ARCHITECT AUSAB assay utilizes a 4 Paramaler Logistic Curve #it data

reruction method (4PLC.'X-weIgh:eci} 10 gensrate a calibration curvs.

Flags

- Some results may contain information in the Flags field. For a description ol the
flags that may appoar in this ficle, rofer to the ARCHITECT System Opertions
Manuai. Section 5.

in[erprelahon at Results

In| al ARCHlTECT AUSAﬂ Resuhs
ins!rumum Flag :

ln(tial nesult Interpre!atmn i’-lr,-rest Procedure

« B GO n‘IU.'mI Nonreac ive

rm rotf‘si raguited.

GRAYZONE

- & ﬂL mililfml to Gray*one Retest in dunlicate
< 12.00 midfmb
+ 12,00 miUfeet REACTIVE ; Reactive No retest reguired

ARCHITECT AUSAS Interpretation

¢ Initial Resul 'Emﬂéfééi'ﬁégﬂli' < Aesult £r'1{'er'prmaiinn

= BO0 wiUiml

" oareactive

THo refest regu individual is consigered
netimmyne 1o HBWV -

rdecton.

CBoth of the

~B.00 miumi " Monveaciive  indwiclal s consigares
to guphicate relest nat immung o HEY

! resulis are : . lesian
< 8.00 miljmL.

< 1200 ndLYmL.

| Onaor both of the ;. Grayzone

. The immune gtdius of
: tuplhicate retes: the indedduatl shouid
Cresutis are be further assessed
¢+ EDO milifml. io - by considering othar
F < 1200 milymi : factors, such as cinical
status, Rollow-up tesiing,
associated risk factors,
" and the use of additional
. Olag information
* ool  Reacive g
il . mmun
A2 00 miUimyU T NG retest regured. | Reactive Ing

a

HRrng i

HY mr@w 071

vl

Gantide

7
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LIMITATIONS OF THE PROCEDURE

« For diagnostic purposes, results should be vsed in sonjunstion with patient
history and other hepatitis markers for diagnosis of asule and chronic
niection. :

+ A non-reactive tes! rékull dees st evclude the possibiiity of exposure to
nepatitis A virus., ’ E :

+ RAasulis oblaimed with the ARCHMITECT ALUSAB assay may rol be uscd
nlerchangeably with values obtained with ditferent marafdzorers’ assay
methads, :

«  Resulis rom immunasuppressed patients shoutd bo inferpreted with caution,
Assay does nal ditferentiate between vaceines and natural miections,
Poriarmance characterishics have not been essablished lor  therapeutic
Monrenng . :

A roactive and-HBs resull dees net sxofudo oo infacticn by another fiepatitis
WL

EXPECTED RESULTS

Due @ goographic locations or comagraphics, assay results obiained in ndivigug!

faboratorios ay vary from: data presenind.

Increased Risk Population

Ol the 238% specimens fested in the ARCRITECT AUSAS clicical study. 1314 ware

from individuals with increased rAsk of HBV nfection. All 1314 ware al risk lor

HBY due to festyle, behavior. socupalian, of a knawn exposure evant but ware

asymptomatic and reported nu current signs or sympioms ot hepatiis

ihe ingreased nsk popiidation (ne1311) consistad of the faliowing racesethnc

GIOUpS:

© B25 {47.56%) Caucasian
477 (38.30%) African-Ammerican
157 (12,715} Hispams

5" Aslan

menean ndan/Alaska Mative

ek Qther

The {314 specimens from the woreased sk populaion were oblamed o
followeng cob fon Inaiions:

743 {86545 from Gaiveston, TX

185 {108 Brom Hagn Posnd, KE
rore Plymotn MA

v lram Oadlas, TX .
1 fram St Petersbung, FL

of B35 (40,729 of the spocimons in the increased sk population weee
@ e ARCHITECT AUSAR assay. Tho number of ARCHITECT AUSAS
€ results abserved for e mnereased sk populiton atl each opllestion
SECMY Was
2r8 0f £33

o fram Galvesion, TX
Foint, NG
[LES

i trony Hin

fron By
from Goiton, DA

Wy dram Dallas. TX

lrom St. Petersburg, FL
2 (83.48%) o Miann, FL
(66.67%; from Danvar, GO

T ot B {37.507%) fram Chicagn, IL

3ot 7B {456
18 of 53 (271
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Of the 1314 spacimens, B18 (62.10%) were female and 498 (37290%) were maie.
The age was hot reported far three specimens. Of the remaining 1311 spacimens,
the mean age was 40 yours {age range 18 to 75 years). The distribation of
ARCHITECT AUSAR reactive, prayzone. and nonreaclive results among the
mcreasad risk populaion by age and gender (r=1311) i3 summarized in the
folicwing tatle

ARCHITECT AUSAB Resuil

ggsrlzup : ! Peactive Grayzone i Nonreactive :
“{years) | Gender : (%) o) 1 n{%y ;. Total
19 L F | geaze) | 1n1e U osqemsn o
: LM p(a364) | 000 - 4(2636) TR
2028 F . g2(aAGh) | 2{109) | 100 (5435 & 104 -
M 3503608 | 10w | o1 (6zBY | 97 -
s b mmie o e e
: M 33084y 7a (85.18)
049 F | 10804223 | 6(188) | 140 (55.78)
_ CUM T 5534591 | 1063 | 103 (54.78)
5059 Foe 68 (49.64) 3219 7 68 {4B.18)
COML L s 2rsx 4 {367 75 {GB.&1)
B0-BY , F 23 (65.71) 1 {2.86) , 11 {31.43)
: : L 3(zs00y | 000 | 9(7s.00)
7073 CF L s(ursh) | 101250 | 4(5000)
M 218667 | (GO0 103323
Tﬂ??ﬂ £34 (“0-?3) 511,53 I 757 {57.74)

TAcl was 0oy repsried for threa subd
Pedialric Population

O the 2389 specimens tesiod in e ARCHITECT AUSAS clinial sudy, 120 were
o & pe ric pogulation. The specimens were ohtained from 5 coirme
vendor, which collested N8 speclmens 1iom a colloctian site jocated 10 Fali Rive
IMA. The specimens were shizined lrom chilgren ages grerier than | month 10
6 yars, )

The guta are sufnmanzad by age ang genoer 0 te loliowing iahle

Atje

Group Reactive ' Grayzone @ Nonreaclive

{years) Garde n{vy n (%) Total
Ungern F g1 0.5'15,5 10000 W0
' : ; 0i000) © 2(42m

210 125456y . 2(309) - 3636 g2 .
Y B2LOS) © 5196 25 (657 a8
HCRTNT F 18 (7500 : 1 (4,17} 5492083 ' 24
b 8 (65.67) C {00y 4 {33.33) Cw
Total [E6(55.00); (7.50) | 45(3T.50) 120

£oan

[SIERRRIH

% _

Lt Ty
6712006 12:14'31 FM |




SPECIFIC PERFORMANCE CHARACTERISTICS
Assay rosults obtained n individual fabaratorias may vary trom data prosented.
Praciston
The ARCHITECT AUSAR assay is designad 16 have an imprecision of < 0% Total CV for the ARCHITECT ‘AUSAB Fositive Contol, a high regative pane! targeed
0 concentraion vatue of @ miUimL, a low positive pane! tzrgeted 1o a concomtration value of 12 miUffal. and samples targeted 1o concenimion values up o
B0 U mL,
System Reproducibilily -
A fiviz-tlay pracision study was performed tor the ARGHITECT AUSAR assay based on guidance from the Clinical ahg Labiaratary Standards Instiute (CLSD cocument
EP15.-42.% Testing was conducied a1 thiee clinical sites usin thike lots each 6! ARCHITECT AUSAB Feagents, Calibrators, antf Controls por site. Two levels of controts
and panels were assayed in replicates of four at twe separate fimes'of day far 5 days. The data are summarized in the folowing tabie.
l ' ! ¢ Pretision with | precision with Precision with
i ! H Additional | Additional Additional :
f : : Within-Laboratory  Componentof | Component of | Component of Site -
i . Grand ! Within-Run Within-Day | Precision (Totaf} :  Between-Site Between-L.ot ' and Lot {(Dverall)
i | btsan ; i . : : g e oo frmnt bt s
Sample | noo(miliml): SO %GV . 8D ¢ %OV %“CV . wLV
Hegatve Control 1360 0 00D ;008 . NA | 0MO © NA Ha HA
Hositve Contrel : RIS 0.507 34 0442 1 07 87 - ‘
High Negatve Panol ' 360 ©o7e0 o334 0 48 0376 51 B
Pangt . 47 . DA97 | 4t a6
NA = not apphcabie
Within:Laboratory Precision .
A 20-day pracision study was performed for the ARCHITECT AUSAB assay based on guidange [rort the CLSI dobyment EPE.AZ S Teghng was conducied at Abbou
Labaratories usig three ARCHITECT AUSAB assay reagent lots. thiee cafibrator lois, ome control lot, and twe instriments. Two levels of conrols and six lovels of panels
werz assayed in replicates of two at lwo separate times of day for 20 ditferent days. The data ara summarized in the toflowing tanle.
Grand . . Wilhlp-ll.sbor'mdry
Within-Hun Within-Day ; Precision (Trtal)
dnstrument n &b %Y sD %0V so LSOV
; HA N Qs . HA
© 33 O X I % N ¥
Para! 1 .
' Pane: 2 ' 5.arg
- :
Panzt 3 i 1733
Pane: 4 407
P 13,486 } 17.405
Pamt & ECI PYETE 25.947
MNagative Sonl tan 080 L]
Pezeitive Crintra 2el 4.66H
Pana: 24y o 0544
“ Panai ? 240 © 0573 :
Pargt 3 et 1.73% ’
ane: 4 240 a3.829
P & 240 18382
Hane: § 240 33028
A - nol applicable o E
Clinical Pertormance
A progpestive muli-conter sty was conducied W evaluate the ability of the ARCHITECT ALSAB assay to gatect anti-HHs antbodies = a group of individua: N
woutd normaliy be tested in a ciinicaf situation. Of the 2388 specimbns testad i the ARCHITECT AUSAR clinical study, 1214 specimens were ohtained from indiv
=i increased nisk of HBV inlectidn dus to Hestyde, behavion, decuparion, disease stale, oF a kAown Sxposure oveAt and 704 soecimens wore ohianed from ingivid
3 2GRS and symploms of hepativs idection,
: 20183 consmgted of o foliowing 1 thnic groups:
A5 (1985} Agian
N VAmencan ndaniAlasks Halive
. Citrer
ih T T the ol 1 coflection loCauons
WS L1
HIY serdiog marker restlts
was performed (oiidwing
Vit uaing thy ARCHITECT AUSAB assay :
.
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Aesults by Specimen Classitication

Foftowing testing with the comparator anii-HBs assay and the three referonce HBY assays. the 2018 spetimens [rom he increased risk ang signs and sympioms
populations ware assigned an HBY dassilication According {o thie Tallowing table. There were 18 unigus referenca marker pattems observad in (e ARCHITECT ALSAR
ciinical siudy. .

HaV ﬂeferen'cé Markers

. :
T HBsAg' | ANt-HEC IGM- - Total Antl-HBe | Anti-HBS HEV Classification
| . i - - . Earty Acute
; . - - K P ,ﬁ;me
R + . _Vl o . Chrom‘c
. o . + (.';.hronic
. , o o 1+ N . : Chrnnsc
o - : : PR . — C,‘rgnrc. S
. o s S Hecuvmm Acu‘ e i
i R e SRR Hecwmnn o et e
..... . T B — T F{(v nVE vrlng ACu (\IUrm mle HrﬁrsAg
- { R Ear“‘ Hewm} w e s
+ + + - Late Acute/Recovering
. Possitite Recovering Acute/Unietacialie HBsAG
M i - Irynune Due o Natural infection
- : I ‘ Distantly Immung/AntiRs Lnknown
+ . D; Iar‘{‘.‘ Immune/Anti. E*E}a r-.o DnleC'ed
E L imn’une Due 1o H FV Vacc Nahon
- .E o ' UH.'(HOW,",
: ' L S Suscer.{‘f.bl.r:
o IRARTVe - = nonn b= dndetermnats

Comparison of Resuts
§ c companes the ARCHITECT AUSAB sssay resiths with com
5 pepulalions. The dain are sum

sarator ani-llis assay resells dor cach ol the HBY classificalions for the miergases i

tred i Ahe lolowing fatle.

Cnmparamr Anti HBs IntPrprmallcn

_Posf!ive o : indmermmale
ARCHITECT AUSAE Interpratation AH(‘H%TECT MJSAB Interpratation ‘
R R G2 N Tatal

HEY Classification n ?';I : v.! R n : 3% n . + n X n .

Earty Acule . ) Looeop 9 a0t -0 : U : Z -
Acute i I C - Q.00 - g . PAUY . ¢ 400 0 G OC [S X e ¢] b G585 5 g2y
Lalg Anute/Recovenng ‘ & i G 600 o D E‘[‘ -0 : .00 ] D OC 9000 o c.00 I oL3
Early Rucovanng GG D 000 B 00C ¥ D0 0 GUC 1 GBS 10 000 0 9000 o oo 3 eis
Rocovarng Acute 4 w2 oot o 085 ¢ 0G6- ¢ 00GC D 00D 008 @ 060 6 oo & oac
Chroni 3 gas {)GOC ' Zi0ac 6 oen ¢ pa0 -0 o0 | 172 i 4z . 208
" "':;DL"“’ ORI gn 98h 4 gos 0 T0ED. 6 L0009 500 © . o o oo . 185 956
Z):ssar‘i‘;:«i: imewne/! coo . 59 5a

AntHES Unkiown

PR G600 0 000 0 D00 0 00D 0 G .41 107 538

I T A Rc B R ¢ E R s B S B O R e e B B T RN O Y 0 G40 ] CECT
) o 4 1e8 17 0BY 35 0VE G oon g i oD t: 00 55 3zv
0 oo0nh o Ii U o o000 G0N0 I DBE 4 D0 08U 5154 1088

15 074 13R85 5773 2018

i
-
™~
o

a4 6d B 040 2 010 CsB 299;23»1.14 22 1.9 2

LR Nonrgaaiiv
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Percent Agresment

The table below summarizes the positive percent agreament and negalive percent agreement gata for the increased risk and signs and symptams popuiztions by HBV
classification, For the purposes of calcutating percant agreemeni. indetorminate resulls 1o the camparator ant-HBs assay wore not incluted m the calutation

Pﬁsi!ive Pescent Co Negative Percent

: ; Agresmant ¢ 85% Confidence | Agreement 95% Confidence
: HBY Classification : % (x/n) Imerval ‘ % {xfn} Interval
;};:;"[y e — . WA (070) .. . NA S i 15056 .{_Ef?;.). S . '1'5151 mo:d(,:
: ,Awie - NA o . N,\ v mcge (5]5) wnt 74'7_32 . 100(}0

La;e'.'r'\curmnocoveﬁﬁg o 000 (61 6009750 | MA way BA
. Early Boeovering HA {0JO} WA - WA (G0} HA
: Reunvérang Acute 100.0C (4/4) \ 39.76 - 100.00 NA (Cf0) HA
: Chronic 100.00 (3/3) ‘ 28.24 - 10000 150.00 (35/35) : 90.00 - 100.00
Immune Due o Mawral intecuon 99.48 (192/143) ‘ 9715 - 9959 : HA(S10) I NA
bisié;}!ly imn‘uneiAnUHBs Unknown : NA {D]G) . WA T . o tr.'Ar ifC,l‘Dj R NA. o
EVDEstamly in;r'r;UI'l;:z..‘;f;l‘.l‘h-}l-‘{”iZ‘-lsrNortrtr)rmrec'.ed” o ! N &A {0706 T 'NA.“ o o : o 7(38 49 . éﬁ O'r'
immune i';}ue Hed HBV. ”\facci!‘-a‘.ton 48.43 {SUD.'“b(;i;j. o o ‘;16 92 - 9932 MA (210 T NA
unkno . n. B e e . o . el i - | o e e - .NA
Suscephble o KA (Gf0) . B NA . _lgﬂ.-‘-B (1340/1058) 9}55 9913
“Tc“!;a.l. h 7 S . 498,59 {699/709) o 9?42 9932 7 o 9568(11 6;}15&5) 7 .-.35.51 -97.62

ent with 1he cormpara
B8 positive results)
agreemant with the comparator ani-HBS negative 1o
MBS negative resqits)

ar of ARCHITECT. in

[Total number of comparalor #nti-
Nogative percent agreement = (Number of ARCHITECT AUSAB norreactive res
[Total numbar of comparator ar

Fositive parcent agrenment =

Ths table below summarnizes the positive percent agraement and negative percont agreement data lor the pediairic population. For the mIrposes of calculating peren
agrenent, indeterminate resulis lor the comparator arti-HBs assay were aot inciugad in he calculztion, .

ARCHITECT AUSAE Resulls versus Comparator anti-HBs Aesuits Percent
Agreement tor Pediatrlc Subgroup n=120

Comparator anti-HBs Interprotation

ARCHITECT : :

AUSAB -
Inlerprotation Pasitive . Indeterminma Negatlve
Reacive 57 . & ‘ f
Facve Y (i i (2

3 4 2

Grayrone B e
srayrons D ) {F)

: R 3

Monreslive i) (s

tAgreement - (17 (OF ) & 100 » BRER %
et o (A {A-DG) & 100 = B3.44 3,

lor Negative Parcent Agreemaent = (80 03
terval lor Positive Percent Agresmen: = {84 07

Coniidence I
+ Gonbidence In

Paga B o 42

Danumert Rumibee DET IR0

WV

77 -
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HOV Fost Vaicine Recipient Popdation L
Gf the 2389 spectmiens tested in the ARCHITECT AUSAR clinical study, 211 specimens were oblained from individuals who had received & Tull course of injections (three}
of ane of the {oflowing vatsines: : i
+ GlaxoSmithKline Engeri-B* (n ~ 106, 50.24%) i
+ Merck & Co. ine: RECOMBIVAY HB® {n = 49, 23 20%)
- Banoli Pasteur MST ¢« 12, 5.63%)
« Merck & Co., Inc. HEPTAVAY-BY [n = §, 4.273%)
Merck & Co., Inc. trade name unknown (n - 8, 2.79%) :
Orher (ingludes gifferent combinations of manviacturer ang frade name types for 1he throe dosssi (- &, 2.87%)
+ GlaxoSmithKiine Twintix® (n = 1, 0,87%)
Lsknown (n - 21, 9.95%)
Lach specinen was tested uging the comparator ank-HBs assay Wliowing manuiacturer's instructions. These sERGiMens were tested using a reference any-HBGC assay
and fount 1o he negative. Ezch spacimen was also tested a1 e of the clinical sites Ipcated in Gatveston, TX-and Milwawiee, Wi using the ARCHITECT ALISAR assay. Of
the 211 specimens in the post vaceing recipient population, 153 {75.26%) spenimans ware raaclive by the ARCHITECT AUSAB assay and 146G {68.19%) specimens were
reactive by the comparator anti-HBs assay. This positive percent agreement between the ARCHITECT AUSAE assay resulis-and the comparalor ami-HBs assay resulis
for the post vaceine reciment population was 100.00% (145/146, with 2 95% coniidence interval of 57.51% 10 100.60%}. The negative percent fgreement batwenn the
ARCHITECT AUBAR assay results and the comparalor anti-HRS dssay results for the post vacoine recipient pepulation was BA.7E% (38746, with a 95% contidence interval
of 73.33% o 93.68%). For the purposes ol caloutating pirceni dgreemant, indetarminate rosults for the compirator anti-HBs assay were not insluded in e catculation
Tho data are summarized in the tallowing tabte.

ARCHITECT AUSAB Resuits versus'Con'nparator anti-HBs Resulis Percent
Agreement for Vaceine Reciplents Subgroup n=211

parator antl-HB8s interpretation

ARGHITECT : :

AUSAR S ’ J
Interpretation Positive | Indeterminate - i Negative
- 146 ‘ 3 i P
eacive ) ; 18 ; (<
- {: & ! 3
Grpy2one o () (F}
N - c ‘ 39
HNorreacive G : o n

P Agroement =« {1 f [CeFH) = 100 = B4 78 %

Agraemont = {A J TAST X GG - 100.00 %
imenal lor Nagative Porgont &
vl [or Pogifive Pertant Ag

{
HEBV Pre- and Post- Vaccine Recipient Populaﬁon':

Gl e 2388 spocineng tested in the ARCHITECT AUSAR ol

s, The g

xl from 20 hgy s T va
ch spacimen was tasted

study. matched pre- and post- vaccin | SPEGITIENS ware obl
nee anttHBs and ani-Hie assay and found to be negateze by hott
2y 1ollowing nulaciurer's insirudiions. €ach specimen was alss tesied ¢ the cal sile localad in M ukee, Wl using e ARCHITECT
AUSALE avsay The lable telow sumir fie posmve percont dgreement and aegative’ porcent agreamant dzta for the pre and post nepatitis [ vaccing recHrent
woputanon. For fhw purposas of caicylating pereent omen, mdeierminate results for the comparator anti-Hbs a‘ssay' wera not incisdad in the calnulation,

et

the Gormmpartor

Positive Percent Negative Percem
Agreement i 98% Confidence | Afraement © 8% Confidence
vaccination $tatus ! % (x/n) Intervaj % (x/n)
Pra-Vacaination : HA (C/6) : MA ‘ 100,00 (20720} ‘ 100.00
Post Yacainatien ) : 100 00 (18418} © O BLAT L 100.0C 100,00 (2/2) 1 15.81 - 100.00
Combines : 100 00 (16/18) CoptaV o000 100.08 (2 : 84,56 - 100.60

Limiz of Blank. Limit of Detection, and Limit of Quantitation

Fhe assay is designed to have a Limit of Blank (LB} of » 3.08 miUfml., Limit of Deteclion .iLuD) of «~ 423 miUfmL. ang Limi of Ouanttanon iLod) of
06 milirml. A study was conduated basers on guldance from LS EPAY praguoing an LeB of Q82 mitifml., an Lol of 1.2 mitymi, and an LoD of

300 el

Page 90

Dagumient Nr
Versio
on!

So _
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WHO Standard Linearity .

A sudy was conducted to evaluale dilinions ot the World Heaith Crganization (WHO)} First fnternational Reterence Preparation for Antibody o HBsAg (1977} with the
ARCHITECT AUSAE assay calibrated with Altiott Infarnal refersnce catibrators. A linear regression analysis was perdormed using mean concemtration msults from 18
replicates each of 6 WHO Refergnee Preparation dilulions versys the expecled concentations. Pretficied concentrations wera delermines using the siope eguation fram
warious concentrations of the WHD Raterence Proparation dilutions. The date are summarizes in the following taties '

ARCHITECT AUSAB WHO Standard Lincarity

Slope’ e Intercept
; : 95% ; 95%
Group ¢ N . Estimate . Corfidence | Estimate | Confidence
‘ i Interval | Intarval

.“éampleswsrgb' to ;.
250 millfmL

5 165 D102 108 0 033 (387, 5.20)

Samples up o

oog st & 102 L1098 10a LE7 i 422 738
500 andtdfi :
g’gg’ifﬁmi” oy 105 ez, om 45 (1377, 9.8

ARCHITECT AUSAE WHO Standard Linaarity
Least Squares Regression Predicted Values

! Expected Predicted
Graup . Concentration | Contentraiion
) (mlU}mL) ; {mlU/mLy
| o] ; 034
-
| 10 1617
Samples up o] " o -
250 miGml, AR s2.14
160 i 104.71
‘ 250 j 262,06
0 7
£
Samples up o . 5C i

500 milifmi.

Sampizs up w0
BLO mLyml

Qidation Linearily )

The assay 5 designad o providge g divtion lnearily correlation cosilicomnt of = 080, A diltion |
BLOVEIST 3N0 VACCINGR SRLCIneNS batween 300 and 900 milUfmi. Thase spesimons wore each dil arually us [
A TEGIesSi0n analysis was aerformed f0r BACh SpeCHTen using the sxpected dnd ohseiver CONCEntrations angd resuts are swm

Siope intercept " Correfation Coeffislent
. B e
Group Sample | H i Estimate . Confidence © Estimate - . Confidence . Estimate Confidence
' : interval ; Interval : i tnterval
Recovores 1B 5o qmes L a0h - a4z qbad . mon - imoe o aten o
& & . 1ed . oo . voa a Tsaes; - nowe
s e 100 CETINRT: 364 (.00 160
I R e TR 6, 7,065
g 549 10.54 . 458 L1000
: £ 0w . 087 . 104 10 50; 01060
3 5 a6 aes 103 . 655 296 1500
. 8 Lot 07 527 B 1000 01 000,

S/
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I
hnalytical Specificity _ i
The ARCHITECT FUSAR assay was cvaluaied for potential sross-reacsivity for specintens fmm individuals with medical coridiions unrelated to HBY intection and specimens
containing potentially interforing substances. The data are summarized in the fllowing tables
|
: Comparator Anti-HBs Assay
3 Negative Fositive
: _ ARCHITECT AUSAB . ARCHITECT AUSAR ;
. Category Lon HR' . GZ' R :
Cytnmegalovirs (ani CRV positive} P9 a 0 o
. Epstein-Barr Virus {(anti-FBY posilive) ) ;8 | oz o . n
Hepalitis A Virus (ani-HAV virus) T B e ¢ -
lepatiis C Virus (andi-HOV viruk) : 10, 8 |, u b :
Human mmwnodeticieacy Vi 0 | 8 o, ¢ :
Herpes Simplax Virus {ansi-HSY pos .- 4 0 4 |
iirukin .9 o8 g ¢ 9 1
vated protein - C 0 G :
Human Anti-Mouse Anlibogies (HAMA) positive 10 1 4] 0 L
influanza vaceine racip LI o . ¢ 0
Mutiparous female 10 L 10 0D 0
Ran-aral fiver disodse fog 8§ oD 0
Aheumataid facror positve - 5 C o oo
: . i
Buballa anptibody posive . - 10 7 o] ¢ ¥ D i3
Syphitis -G ES ¢ |5 [ o0 8
Taxoplasmosis 306 positive .8 5 ¢ 4 o ¢4
cella Zoster Virus (VZV) post ) 7 q ¢ 2 & ¢z
roast infection . 8 8 G G 4 i 3
TOTAL . 160 a7 0 9 1 ] 52
A - nanegactive, GZ « graveane, R - maciive
Fhe final interpretation of the V2§ positive specimen wis anti-MBs negative when lested usiog the suppiements!
AUSAER anzyme immunaassay.
interferences .
A NG SOncenralions s balow b {zonjugated ang unconjulated), qtokin. otal protain, and trglyesrides showad fes ne ARGHITECT
ALSAL ageay for mgn segaive saonies feonoenialan mage: 6.0 0 8.9 mil/; and tow positve samples {conceniration 1ange: 16.0 o 14.0 mill:
s Eshradn 2
b = B0 medl
foal Protean 212 gal
Trtysences FOL0 mygdl
Tube Type Matrix Comparison .
The olerng webe types am acceptatle for Lse willl e ARCHITECT ALISAB assay
Glass. serum ang SOF SEpArgior
1 SRILN, Serum separainr, Nim heparins plasma sepamior, socium hepann, s dipoiassium EDTA
1 average, the twbe iypes gvaluated showed less than a 10% difference when compared to the contro! twbe type {glass serum). The distribulion of the percen! differencas
we ube wpe s isted in ke Dilowing able, .
Distribution of
Lo 0vte s 20%
18 4T iaN
Pastc Serum
Plastic &
Piasd
Pl G004 0/42)
Plashe AEEAN
Page 11 ol 12 i
et Number DR i

version. vE
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Neorate Serum

A sy was conducted to evaluaie nepnate samples when tested with {he ARCHITECT AUSAB assay. Tweniy-one naonate serum (corc Bload} samples, whose fina!
imarprotation was determined by consensus festing with three anti-HB8% 4ssays, were obtained and tested using the ARCHITECT AUSAS assay and the results were
comaarec The cata are summatized in the Tollowing table

: Consensis Anti-HEs Assay Result :

i i Negative Positive
i ‘ ARCHITECT AUSAB “ ARCHITECT AUSAR ;
% n J NR* Gz - R Nﬁ‘ Gz* | R* !
AT 16 0 L0 1 o L 5 :

* NR = nonrezctive, GZ = grayrone, B = mactive
* The final interpretation of the grayrone specimen was ant-HBY positive after
supgiemental lasting.
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